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slfifFtt, lSTTSSTt, 1983 

W«8rteHo 31 WtS fiTTR, Rt*fa wk JTWm'TT 

UPTlft RfaftSS, 1940 (1940 ITT 23) SS tTTTT 12 Rk 33 
jrn StSTT *tfts*ff *S spits *mt Jtr, 1ST Rkfa STSftft SSF^- 

*tt sttf fr srnrcf vrit sirri Rfafa Rk ssnrt ensst fins, 
1945 it ^fiiss *rk etafras swsf Rrfreft 114en ft 3*3 swift 
it tftfafo t- iMStPra 4*fW*f *;r fsprftrftrr strs 33 s<fr 
usftetsT *ft wpurd * ftrtj R*rtftw ftrtrr rt t$t t, fiss* wit 
Jtnrflra ^it *!> rfRmrr |am tf* : n * Rt»ft i ft 3*3 
pt*s <r< nftt^sst % mrw it swtch wt errftR & 3*^ 
fas % s*rki fV?R ftrsr RntST i 

3 *# fiR *V $*f*er RSfa wit wwrfkr ft ^ firsiff % 3*3 
irm *ft gnnr 3 ft st rt^s wt sjitr* ftftft »sf*3 % sift gR 
i?KW errsw: 33 <rc ftRrc ikst i 

siren in gtm, sfit <rnf %'t, trf**, sm snm, esrmi 
sfh sfrm wwm stanis, sf fitrot sfr s* i 
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i. \3 f3*st w etf«=ei srs Rkfa Rk sms* etrenft 

33^33) fitRR, 1993 | i 

2. rftvftt Rk SHrffT RTSSt fists, 1945 (fit *sif 
*s% sestet wi fitss iwjt ssr 1) it, furs ei $ ssftss 
( 2 ) % st*j* % fits si fwwf^Rsn wsjt Tm urtrsT, w«nn; 

“ww; s? ft; sn zw % dijwfto, ‘s’ it ftfaftpiz 

tfftf&at % firs *r;j!m mff v) sr'tff nk tttt R^st 1 
n(i) it t/tstTsf % fitT ftfVsrw $TfT 3ft RTsf^ stftftft»i 
B i 

3. 3*0 fipnft % fSTS 96 it, OTftinT (l) %, *i (a) 

% irffP it " 7773 ” nr*? % tars st, ftaTfartn tj; TiCfsr, 
RRf^ ■-- 

"swg n? L fir R^Tft s(i) it sftsftret sr ^ir it 3tr > 
Rtsfsifr % 3 ft Tsifts % fw^ Isr wff f, ?r*5r st ftfssten 
irn fsss nrfitet % Rserrs vt ernftu fteft wrTFm |. 
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4. w fimnfr vt wugVr w. 4,- - 

(1 ) tm 19-^7 Jf- - 

(K>) 'fTr i * ttttt (ii) 4 n qV a (i) if 

Prfofe; wVq'fM'rft” trerf, xtot), hVt itt % tl <fpfi 

tt tjf^f ?p|r T qr4 % ''tRg-rr t( i) ‘4 faPrfasi ertTraut" 

WiT, WT, ^1>5^ xfh: xftB TIJ 30^4, 

(*») ter 4 4, a xftt a(i),” nTJfi, Vfurti, <i->s* 

xfrt ufa* ttr tT "xpjgttl a (iV 1 , nrr, W3T?, qV, xrw; 
vi 3rrtf4 i 

(ii) srrr an 4,“q;jf<fl n xflr *t( i)” irssfir, wsrcf, 

SfV. 4XT % TTR TT TTfft Tiff 4 WT f, ( 1 )” TOT, 

arur, Tfssr nh xfu tut sintt i 

5 . ftrwf Tf xnjqxft n jf.Tnfmi wh: th 4tfarfinr 

srflrfkjjft % *«jh tc, PuTPrftra rut ffsare tfh srflffkrri 

w«rftr, >- 

“n. ttfwr^tfcRr xrtx TTJ|?r f4f4f4fa'it art pt^?r: vt 4 
fifit «rt4 tt 4 xtrrpr 4 ifr i 

6. aw ffpnrf n’Tgtxfi u(i) 4, w 4«<rta 9 xfh ?u4 
tfafftra 5iPrftorf % hth Tt, fVafafirr vr 4<wta <ffr jrfltftart 
■osrf , >m( 1 fV, xrnfff,;— 

"9 ^fearTtfew ifhc T-TTf f4f¥4ftrqT, Tf vptrrf *T 4 

fid srt4 *r4 stunt 4 a iff i 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION^.' 

New Delhi, the 18th January, 1983 

GN.R. 31(E).—The following draft of certain rules further 
to amend the Drugs and Cosmetics Rules, 1945 which the 
Central Government proposes to make in exercise of the 
powers conferred by sections 12 trod 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), after consultation with 
the Drugs Technical Advisory Board, is hereby published, 
as required by the said sections, for the information of all 
persona likely to be affected thereby, and notice is hereby 
given that the said draft rules will be taken into considera¬ 
tion on or after the expiry of a period of ninety days from 
the date on which copies of the official Gazette in which 
this notification is published are made available to the public. 

Any objections or suggestions which may be received from 
any person with respect to the said draft rules before the 


expiry of the aforesaid period of ninety days will be taken 
into consideration by the Central Government. 

Objections or suggestions, if any, may be sent to the 
Secretary to the Government of India, Ministry of Health 
and Family Welfare, New Delhi. 

DRAFT RULES 

1. 'These rules may be called the Drugs and Cosmetics 
(Amendment) Rules, 1983. 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter 
referred to as the said rules), in rule 61, sub-rule (2) for 
the proviso, the following proviso shall be substituted, 
namely :—■ 

“Provided that a licence in Form 21-A shall not be 
granted for drugs specified in Schedule C and shall 
be valid for only such Schedule C(l) drugs as are 
specified in the licence”. 

3. In rule 96 of the said rules, in sub-rule (1), in the 
proviso to clause (viii), for the words “provided that” the 
following shall be substituted, namely :— 

“Provided that drugs in bulk form included in Schedule 
C(l) which are not ready for use need not bear pm the 
label the date of expiry of potency, fixed by the manufac¬ 
turer : 

Provided further that” 

4. In Schedule A of the said rules* 

(i) In Form 19-A-l 

(a) in paragraph 1, in sub-paragraph 

(ii) for the words, letters, brackets and figuies; “drugs 
specified In Schedules C and C(l)° in both the 
places where this occur, the words, letters, brackets 
and figure ‘drugs specified in Schedule 0(1)” shall 
be substituted; 

(b) In paragraph 4, for the words, letters, brackets 
and figures, “Schedules C and C(l)” the word, 
letter, brackets and figure “Schedule C(l)” shall 
be substituted; 

(ili) In Form 21-A, for the words, letters, brackets and 
figure “Schedules C and C(l)” wherever they 
occur, the word, letter, brackets and figure “Sche¬ 
dule C(l)” shall be substituted. 

5. In Schedule C of the said rules, for serial number 11 
and the entries relating thereto, the following serial number 
and entries 6hall be substituted, namely :— 

“11. Antibiotics and preparation^ thereof in a form to 
be ad minis tered parenterally.” 

6. In Schedule (XI) of the said rules for aerial number? 
and the entries relating thereto, the following serial number 
and entries shall be substituted, namely :— 

“9. Antibiotics and preparations thereof not in a form 
to be administered parenterally.” 

(No. X. 11013/12/81-DMSAPFAJ 
R. K. S1NGHAL, Jt. Secy. 
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